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The Honorable Ron Wyden
United States Senate
Washington, D.C. 20510

Dear Senator Wyden:

This is in response to your letter of July 23, 1998, co-signed
by serveral of your colleagues, concerning the Food and Drug
Administration’s (FDA) proposed rule implementing section 401
of the Food and Drug Administration Modernization Act of 1997.
We thank you for your comments to Docket No. 98N-0222 on the
Dissemination of Information on Unapproved/New Uses for
Marketed Drugs, Biologics, and Devices.

Your interest and comments are appreciated. Please be assured
that your comments will be considered in preparation of the
final rule. A similar letter has been sent to your co–signers.

Sincerely,

Diane E. Thompson
Associate Commissioner

for Legislative Affairs

bcc : HFW-10
HFW-2
HFW-14
HFA-305

R/D: LPalmer 7/30/98
Review: J. Dupont 8/2/98
Review: B.Shultz 8/26/98
F/T:lcg:8/31/98(S:\WP\KMEISTER\98-6387 .WPD)
Control 98-6387
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IElnittil j?itatu ~emm
WASHINGTON, DC 20510

Ju]y 23, 19%

Dockets Management Bmnch (HFA-305)
U.S. Food and Drug Administration
Department of Hcallh and Human ScticcS
Room 1-23
12420 Parklawn T3rive
Rockvillc, MD 20857

Re: Docket No. 98N-0222, Dissemination of Information
Unapproved/Nevv Uses for Marketed Drug, Biologics, and
Devices

Dear Sir/Madam:

ASdm authors and principal legislative sponsors of Section 401 “’ofS. 830, the

Fuud and Drug Administration Modcmization Act of 1997 (IU3AMA), wc arc writing to express

our strong concerns regarding tic Food and Drug Adminislmtion’s [FDA ‘s) proposedrule

“Disseminationof[nfornlationonUnapproved/NewUses for Marketed Drugs, Biologics, and

Dcviccs,” published in the I?ecieral Register on June & 1998. Despite the facr that section 40 I

was the subject of extensive and exhaustive negotiations. FDA’s proposed rcgul ations appear w

beatoddiwithtieinmnt of the provision by imposing conditions that will negate or scvcrcly

limit dissemination of valuab~e health information thai was cxp[icitly sanctioned under the

statute. As drafted, FDA’s proposed regulations are inconsistent with C%ngrcssional irncrn for”

section 401.

In kc preamble to the proposal, FDA requests that interested parties povidc

concrete suggestions to address various issues contained in the proposal. This letter rcsponris to

that request. in doing so, we hope to work with the agency in order to ensure thal k final

regulations are consistent with Congressional intent.
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As clear] y set forth in the legislative history, the intent of section 401 is to ensure

that hdth care practitioners can obtain important scientific information about uses that are not
,“

included in the approved labeling of drugs, Mologics and devices. AS tie Cmfe~ncc ~epofi on

FIJA.M.A SCKSforth W-th regard to section 401:

The Cmnfcrence agreement’s inclusion of this section is intended to provide tim
heakh care practitioners can obtainimpmtan[sicntificinfomti~naboutUSeS
thatarenotincluded in the approved labeling of drugs, biological product. and
devices- The conferees also wish to enwurage that these new uscs be included on
the product label.

HR Rep. 105-399 at 99 (1997).

The following statements from hearings on this issue further suppofi that position:

For me, tie subject of today’s hearing is very CIIMU: should the Fcd~r~

Gwmmmnt stand as a roadblock in the tiee flow of responsible information
to physicians about treatments which could mean the d.iffcrcnec between life
and death for many people with enncer and other diseases? Tbdicve the
questions should be answered with a resounding “No.”

More Inkmnation for Better Patient Care: Hearing of the Senate Committee on Labor and

Human Resources, 104th Cong. 2 (19%) (Statcrnent of Senator Mack).

A key question befiirc us today is why the manufacturer of a potentially
valuabk product is forbidden to share rhat information with medical

providers,pecple in the medical profession, No one is talking about allowing
them to market those off-label uses or 10 advertise these uses, but what We are

talking ~bout is the facilitation of information flow with this controlled
framework of the medbid axnnmnity.

More Information for Be~\er Patient Care: Hearing of the Senate Committee on Labor and

Human Resources, 104th Cong.6(1996] (Statement of Senator Frist).
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As these statements indicate, in devising a program for dissemination of off-label information, in

addition to facilitating t&e dissemination of medical information Congress also sought to

eneouragc, where appropriate, inclusion of such new uses on the pruduct labels. Thus, section

401 of FD& strikes a carefi balance be~een providing access to peer rwiewed journals and

reference publications (such as textbooks) that describe studies on “off-Jabel” uses of approved

products, and ensuring that research is undertaken TOgm such new uses on product labels. It is

clear that the purpose of section 401 was limited to mandating greater dissemination of scientific

information; the section does not authoriz increased producl promotion.

The system that Congress envisione~ and which was the suhjcct of exhaustive

consultation between FDA and Congressional staff, was onc which would incorporate scientific

and medical journals’ existing criteria for scientifically sound articles. We did not intend for

FDA to redefine tk criteria by which journals that meet the stamtmy requirements for

dissemination judge the soundness of such articles.

~ough it.. proposed regulations, FDA is attempting: (1) to severely limit the

types of inkmatinn about clinical investigations that maybe disseminated substantially bcycmd

what wc intended; (2) to circumscribe the staruto~ exemptions km the requirement to file a

supplemental appli@ion; and (3) to devise an administrative process that titrates

Congressional intent that decisions be reached within sixty days on a company’s request to

disseminate the information.

The public policy underlying section 401 was the subject of extensive

negotiations between FDA representatives and Congressional stafl’and was debated at length hY

the Congress. Wc included so much detail in this seetion in O* TOensure that it mail~mined tie

balance that is critical to the success of this provision. The proposed regulations go beyond

Congressional intent. We cite several prime examples of this below.
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1. In Contradiction of the Statute, FDA’s Proposed Regulations
Dramatically Limit the Types of Clinical Iwcstigdions to Which
Scicntfic titles Intended for Dissemination May Pertain

The law authoriz.=s disscrninarion @finformation on a new usc of an approved

product if the information is in the form of an unabridged:

reprint or copy of an ficle, peer-reviewed by experts qualified by
scientific baking or experience to evaluate tic safety or
effectiveness ctf the chug or dcviec involved, which was published
in a scientific or medical journal. . . which is about a clinical
investigation with respcet to the drug or device, and which wmld
be umsidcred to be scientifically sound by such experts.

21 U.S.C. $ 360aaa-1 (a)(l ). The statute also defines the term “s~ientific or medical journal. ”

Indeed, C~ngre.ss intcntiona[ly &fimcd the term “scientific or medical journal’” in the statute in

urdcr to avoid

disseminated-

FDA defining the term or fbrther limiting the infmrnation that co~d be

The statute defines a “scientific m medical journal” as

a scientific or rrxeditxd puldieation (A) that is published by an organization (i)

that has an editorbd board; (ii) that utdizcs experts, who have demonstrated
expertise in tic subject of an article underreview by the organization and
who are independent of the organization, to review and objectively selee~
reject, or provide comments about proposed articles; and (iii) that has a
public! y stated policy, to which the organization adheres, of full disclosures
of any conflict of interest or biases for ali authots or contribulom involved
with the journal or organization; (B) whose articles are peer-reviewed and
published in accordance with the regular peer-review procethes of lhc
orgtitkn; (C) that is gerwrally recognized to bc of national scope and
reputation; (’D) that is indexed in the index Medk,ws of the National Library
of Medicine of the National Institutes of Health; and (E) that is not in the
form of a special supplement that has been fimded in whole or in part by one
or more manufkchmrs.

~ms, Congress set forth two criteria that an article must meet in order tn be disseminated: (1) it
must be about a cliniad invcstigaticm and (2) it must be published in n scientific or medical
journal {asdefined in the statute,

SOOU)J XwFi ‘ Iars a 6S:VT Z6/8Z/LO
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Despite the clear language of the atmute, FDA has proposed regulations that would seVeTel}”
restict mm.thcrurers’ ability IQdisseminate scientifically important articles. This is done by
restricting dissemination to articles describing a narrow range of chka.1 trials und by requiring
that the w-ricks include more infommtion about the trials than nomally is conmined in many
peer-reviewed journal articles. For example, the statute identifies as an article that maybe
disseminated one”. .- which is about a clinical investigation with respect to the drug or
device. , . .“ 21 U.S.C. $ 360aaa-l(a)(l ). It explicitly ccmtemplales that if such an article is
published ill a peer-reviewed journal and compli= with the other criteria of the law it may be
disseminated. Despize the clarity of the watute, FDA severdy limits the types ofarticlesrha~
may bc disseminated by defining “cliniud investigation” as an invcstiga[ion in humans that is

SDectivelv ula nned to test a specific clinical hypothesis. Proposed 21 C.F.R. ~ 99.3(h). Such
limitation usurps the roie ofthc peer-reviewers of the scientific Qr medcal journal and was not
the irnem of Congress.

li]A’s proposed regulation also provides that

Proposed 21

The determination of whether a clinical investigmicm is considered to be
‘Lscicntificall y sound” will rest on whether the desi~ conduce data, and
anal ysis of the investigation described or discussed in a reprint or copy of
an article m in a reference publication reasonably support the conclusions
reached by the authors.

C.F.R. $ 99.10 l(b)(l).

In the preamble to this proposed rule, FDA sets fonh eight criterh for a

‘Lscicntificaliy sound” clinical investigation. 63 Fed. Reg. al 3114647. Thusc eight criteri% if

applied by FDA, would place inappropriate limitaticms on the types of journal articles tit may

be disseminated. By defining what constitutes a scientificallysound clinical inves[igatio~ FDA,

in csstncc, is defining for cach and every peer-reviewed jourmd the crimria their cxpen.s should

use to cvaluiate and publish articles. Ftier. the proposed regulations would allow FDA to

subs~itute its judgrnern as to the scientific soundness of clinical investigations for the judgmcnr of

tie peer reviewers as contemplated by the statute. It was nol our intent to assign to thti agency

the role of indcpendait i cviewer of peer-reviewed scientific literature.

9oolpJ XXII “ms s 6s:bT Z6/8Z/LO
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The discussions never focused on the need fortheagency to define “clinical investigation;”

rather, they focused on standards for qualified medi&l journals, which were incorpomted into tic

, statute. Thus, to the extent FDA’s proposed regulations and accompanying preamble kmguagc

impose specific rquiremcnts as to the wc of investigations that must be described in pcer-

reviewed jcmrnzds in oder to be eligible for dissemination under section 401, the agency is

circumventing Congress’ decision to rely on the judgment of independent rnediead experts

employed as part of the peer-review process of appropriate scientific or medical journak.

In sum, Cungress determined that a copy of an article “about a clinical

inwestigaticm” published in a scientific or medical jouma~ was acceptable for dissemination.

consistent with compliance with he other provisions of section401. According y, if an artic.lc

about a clinieai investigation published in a scientific or medical journal also met the

requirements of the statute with regard to submissions to FDA regarding tie conduct of clinical

inve@ations or exemptions therefrom, and compliance with iabcling requirements, including

required disclosures and other information required by FDA, under the statute that article iR

acceptable for d~sseminatiou. Congress did not intend that FDA heeame the arbiter of what the

publication criteria should be for every peer-reviewed journal. l%e eight eriterk prescribed by

FDA that an article must meet in order to bc ciigible for dissemination have no place in the

implementation of the statute and shouid be delet~ as should FDA’s definition of “scientifically

sound” A long as the article and the manufacturer ptlwrwise comply with the law. the

regulation and accompanying preamble should bc revised to make clear tiat the two statuwry

criteria, clestibcd above, are the only bases upon which an article may be disseminated.

a 6S:VT Z6/8Z/LO
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II. FDA’s Proposed Regulations Effectively Prohibit the Dissemination of
Reference Publications

The agency also fails to consider CorqgressionaI intent with regard to reference

publicati~~. The law requires FDA to permit the distribution of reference publications,

including reference texts, that meet rhc requirements of tie statute. 21 U.S.C. $ 360aaa- 1(b).

Like scientific or medical articles, truthful, ncmrnislcading reference texts are eligible for

dissemination under the statute if they meet IWOcriteria. Firs< rlmy must include information

about a clinical trial. Semn& they must meet the statutury definition of a rcfcrcnee publication.

A referenm publication is carefully defined as a publication which: (1) has not been %ncn,

edi[ed, exccrpt~ or published for or at the request of the mantiacturer (2) has not been edited

or si~ficantl y influenced by the manuf~cture~ (3) has not been solely distibutcd through such

a msnufacmrer; and (4) dots not focus on any particular drug or dcvicc of the disseminating

manufacturer. W

The agency fails to recogniz the intent of Cong,res by proposing rcgulrkms that

include a deftition of “clinical investigatiofl” tha~ by &e agency’s own admission, few, if any,

reference ~ex~scan ntee~ thereby effectively prohibiting the distribution of reference

publications.

FDA’s discussion of the issue in the preamble implies that it is Congress’ statute,

not tic agency’s regulations, tha{ eff’tiveiy prohibit the dissemination of reference tefi. FDA

states that “~~ceause the statute requires the information being dkscrninated m he about a

ciinical irtvcstigatio~ it s=ms unlikely that many reference publications will meet the

requirements for dissemination under this provision.” 63 Fed. Reg. at 31146. ne sta~e is

clew: FDA must allow the dissemination of mfcrenee tex@ that meet the requirements of tic

statute. It is the agency’s proposed rcsrrkxions on what constitutes a “clinical investigation” that

would prevent clisscminatitm of reference materials.

!300fj!j XWJI -N3s a 00:ST Z6/t3Z/LO
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FDA should revise the regulation to track the stamtc. As with articles in scientific m

medical jmunzds discussed above, FDA should revi~ the regulations 10make clear that the

srarumry criteria control and should clirninate the additional crit~a on clinical investigations

dkcussed above. Moreover, if the agency fails to issue regulations that permit tie dissemination

of refctcnce texts, the law makes it clear thatsea.ion401 will become effective November 21,

1998.21 U.S.C. f 360a=6(d).
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111. FDA Proposes to Unnecessarily Limit the Exemptions From Filing a
Supplement

Congress balanced the dissemination of appropriate off-label information with a

system that ensures that new uscs described in such articks arc properly studied and become

approved. Congress di~ however, recognize that there were several circumstances where it

wcndd be unnecessary or unwise to fbroe a company to seek approval of these new uses.

Therefore, Congress established two bases on which a company maybe exempted Ikmn the

statutory obligation to seek supplemental approval: (1) whereilwould be economically

prohibitive for the manufacturer to incur the cosfs necessary for such a submission, taking into

account the lack of any exclusive marketing rights and tic size of the population expecmd to

benefit tiom approval of the supplemental application: or (2)where it would be unethical to

conduct the studies necessary for the supplemental applicatiorq taking into account whether Ihe

new use is the sxtndard ofmcdkal care. 21 U.S.C. $ 360aru-3(d).

A. FDA’s Criteria for EconomicaUy Prohibitive

Supplements is Inconsistent with FDAMA

FDAMA authorizes FDA to waive the requirement for submission of a

supplemental application on an off-label usc upon a determination that itwmdd be

“economically prohibitive” to conduct the studies necessary to support the suppkmcnt. The

criteria set forth in FDA’s proposed regulations and accompanying preamble language for

meeting this exemption are far more cxaeting than those contained in the statuw. For cxarnplc,

FDA has proposed that to qualify for such exemption the manufacturer must demonstrate that the

cost of studies needed to support the submission of a supplemental application will exceed the

total revenue from all sales of the product (minus expenses) – not just sales for the off-label use.

Prupascd 21 C.F.R. $ 99.205(b)(l)(ii).

3t3VM ‘ N3S a , To:!?T z6/8z/Lo
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That was not our intent. Requiring that estimates of economic benefit to the rnmmfacturcr be

equal to the previdencc of all diseases or conditions that IIWdrug will be used to treat is at odds

with the intent of the provision -- which was to authorix a Waiver based orI the economics of tic

new use.

‘he intent of the “economically prohibitive” exemption is dcmonsmatcd by

examination of the StarUTOIYprovisions Uwmselvcs. The lwo statutory considerations that the

Secreta~ “dud consider” in determining whether studies wouid be economically pruh.ibitive arc

(a) the kdck of exclusive marketing rights with respt?c( fo ihe new us-eand (’b)the size of the

population expected to bcnefitfiom approval of the supplemenfu! application. 21 U.S.C.

# 36Maa-4(d)(2)(A) (emphssis added).

B. FDA’s Criteria for Exemption from Supplement Requirement Based on

Ethical Issues k Tncousistent with FDAMA

FDA did not adhere to Crmgressiunal intent with respect to the second exemption

horn tic requirement that the manufacturer fi}c a supplemental appli-irm. Congress provided

that a manufacturer should not be rquirccl to tile a supplcmcm where it would be unethical to do

so. When a patient wouId be denied aeccss to a dwnpy known or believed to be effcmive m

whert the patient would bc denied the standard of medical care by taking part in ~ chnical trial,

tic manufacturer shouldnotberequiredTOconductsuchtrials in support of a supplemental

application. lnstcacl of adhering to C!ongfessiond inkmt, however, the FDA indicates that

exemptions shouid be gmnted only “rarely”.

In setting forth the eritcria for when it would be “unethicai 10 conduct studies

necessary for tic supplemental application”, the sta[ule stateS:

In making such dctcrminiition the Secretary shd consider (in addition to any
olher considerations the Secretary finds appropriate) whether dw ncw use
involved is the standard of m~i~ care for iI health condition.

TTo# 31M’M .N3S
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21 U.S.C. ~ 360aaa-3(cl)(2)(B). The Conference Report expounds on this notion:

In making the dewrmi.nation of whether to grant an exemption pursuant to
subsection (d)(2), the Secretary may consider, among other factors, whether: the
new use meets the requircmcn@ of section- 186(1)(2)(B) of the Social Security Act;
a medical specialty society that is rcprescntcd in or recognized by the Council of
Medical Specialty Societies (or is a subspecialty of such socic~) or is recognized
by the ~erican Osteopathic Association, has found that the new use is consistent
with sound medical ptactice; the new usc is described in a recommendation or
medical practice guideline of a Federal health agency, including the National
Institutes of Heal@ rhc Agency for Health CarC Policy Rcs- ~d ~C Centers
for Disease Control and Prevention of the Dep~ertt of Health and Human
Se~ices; the ncw use is described in onc of three compendia: The U.S.
Phrrnacopocia-Drug hfozmation, the American Medical Association Drug
Evaluation, or the American Hospital Association Formulary Semite Drug
Information; the ncw use involves a combination of products of more lhan one
sponsor of a new drug application, a biological liccnsc application, a device
premarkct notification, m a device prcrnarkei approval applicalioni or The patent
status of the product.

ii.R Rep. 105-399 at 100.

FDA’s proposed rcgukions set forth at 21 C.F.R. ~ 99,205 (b)(2)(ii) would limit

application of this exemption to ord y those sinmtirms when “withholding the drug in the course

of conducting a controlled clinical stucly wnuld pose an unreasonable risk of harm to human

subjects.” 63 Fed. Reg.al31149 (emphasis added). FDA goes on IO say that an unreasonable

risk of harm ordinarily would arise only in situations in which the intended use of the drug

appears to affect “mormlity or inevcrsible morbidiw”. u To limit MIS exemption in the manner

proposed is inconsistent with the statutory language that the %cre~ry consider whether the ncw

use is the standard of care.’

.—

‘ The proposed regulation srmes that, “the manufacturer may provide evidence showing thar
the new use is broadly accepted as current standard medical ueatmem or therapy. The
manufacturer shall also addresrr the possibility of conducting studies in different populations m
of modified design (e.g., adding the ncw therapy to existing treatmenw or using .an altcmalivc
dose if monothcrapy studies could no~ be accep@d),” Proposed 21 C.F-R. $ 99.205 (b)(2)(ii)-

3KWJI .N3S a To:!lT Z6/8Z/LO
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Pmposcd 21 C.F.R. tj 99.205 (b)(2)(ii) should be revised in several wys in order

to reflect Ccmgressioml intent First FDA should delete from dle fmd regulation the !i.mitation

tit only those sruciies in which the intended use of tic drug appears to affect modi~ or

morbidity may lx considered unethical. SeconcL FDA should include in the final regulation the

language from the Conference Reporr quoted above which identifies when a new use may bc

considered a standard of medical cam. importantly, tic regulation also should make dear that if

anew usc constitutes current standard medical cam, it ~ be considered unethical to require a

study on such use and, thus, an exemption W be granted.
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Iv. FDA’s Proposed Regulations Attempt to Llnderminc the Statuto~
Requirement That FDA Respond 10 Submissions Within Sixty Days

The statute provides that when a manufacturer files a submission with FDA

seeking to dkseminate information, FDA must determine whether or not the submission meets

the matutory criteria within sixtv ~. 21 U.S.C. $3 360aaa(b), 360aaa-3(ri)(3). It is irrelevant

to Congress how the agency breaks down its review time in the intelvenj.ng sixty days, but at the

end of sixty days, FDA must dcwrrnine whether mnplctc submissions may be disseminated.

1. However, FDA’s regulations pruposc that within sixty days of receiving a

submission the agency may detcnninc whether it is approved, denied gr the aucncv ne ed s

~. Proposed 21 C.F.R. $ 99.301(a). while it is appropriate for the

agency to determine dmt it can ord y make such determinations on complew submissions,

the agcn~y R& to provide any time frames for obtaining additional information and

responding to the manufacrurcr. As a result, the agency could request additional

information on day 59, receive such information promptly, and then not respond to the

submission for an undefined period of time. my regulations promulgamd by the agency

should set specific time fhrncs estahl ishing how long the agency has to respond to a

submission of additional infannation with the Congressionally-mandared sixty day

period.

We also are concerned that proposed21 C.F.R. $ 99.205(d) states that the sixty

day period begins when MYA receives a ‘Kcompletc submission” without fufiher discussion of

how lnng FDA may take to determine whether a submission is complete. The regulation should

bc revised 10 reflect our intent that any judgment as to completcncss, as well as the decision to

allow or disallow dissemination, should occur witin sixty days. In an analogous situatio% in i~

Prescription Dtug User Fee Performance and Management Goals FDA sets 6 and 12 month time

frwncs fm approving applications or supplements thereto. Within those time hzmws, FDA

makes judgment as to whether the app[kation is acceptable for filing. The same process should

occur here within the sixty day time fkarnc.
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To allow FDA an indeterminate amount of time before the sixty day time fiarnc begins is no[

what Congress intended. ‘he regulations should be explicit that the judgment as tu the

completeness of the submission shall occur within the overall six~ day time tie.

LaMy, the proposed regulations state that when a manufacturer submits a

certification that it intends to conduct studies and submit a supplement within 36 months, t.tw

protocols must be submirrccl pu~uant t~ an IND; Proposed 21 C.F.R. $ !?9.201(a)(ii)(4). Then,

according to the preamble, “[t]hc protocols will be retiewed as an original ~ or lDE m an

amendment to an existing IBJD or IDE.” 63 Fed. Reg. at 31148. Under both tbc IND

regulations, 21 C.F.R. part 312, and the IDE regulations, 21 C.F,R pact 812, FDA has thirty days

to obj~t to rhe initiation of the prolocol. Under this proposed regulation, FDA has sixty days

from the receipt of a complete submission to dccicle whether to allow [he dis.umination of thu

information. Proposed 21C.F.R ~ 99.201(d). Ttwas not the intent of Congress that the sixty

day time fmrne for a decision regarding dissemination be delayed as 3 result on ongoing lND

negutiatiom- Therefore, thu regulation should be chrifkd to state thatnotihg in this reguhitiun

is intended to Iengthcn the thirty day review period under the IBID and IDE regulations cited

above.
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v. Conclusion

As drafted, L’LIA’s proposed disscminatinn regulation dots not reflect

Crmgrcssimxd intent. Wc aecep~ in guod faith, FDA’s request that interested pales ~fier

concretti changes IOthe propcwd as published. We, in good fkith, have responded [U~hat offer

with a number of concrew revisions to the regulation. While it is not our intention to advise

FDA ASto the precise approach its implementing regtda~ions for section 401 of FDAMA should

take, we arc concerned With many aspects of the proposed regulations.

The purpose ofSccrion401 was to ensure [he free-flow of objeclivc scientific

information to heahh Care practitioners about new uses of FDA-approved products under specitic

circumslarwx. As drafted, the FDA regulations fkustrate the objmxive of this provision. In

addition, this is a time-limiwd program scheduled to sunset in 2006, or seven years afier

implementation. The provision also includes a requirement that ii study bc conducted to exarninc

the scientific issues raised. Therefore, to assure a thorough examination ef the issues rai@ by

the enactment of these provisions, we believe it is imporutnt rhat Congressional intent be

followed.
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We stiongly urge the agency to revisit the issues we have raised and to ensure tha~

its final regulation are consistent with the statute and iegisltilive history of this provision.

Sincerely,

Connie MacIc

united Slales sfxlatc

—--—
Ron Wyd~
United Stites SenateW

cc: Michael A. I?riedma, MtD.
kdd DcputY Comnlissioner

w

Bill Frist

.

Christopher J. Dodd
United Smtcs Senate

United States Senate
●
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